
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJill3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
Ilpo,uy1n: Hath® AKTHBreJib (H11MecyJI11,u) reJib ,um, Hapy)Irnoro np11MeHeHHJ1, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc11J1 

Batch No./ 
: V260450 

Batch Quantity/ 
Cepusi .N'! Pa3Mep cepuw 

Analytical Report No./ 
: 040003471167 

Date of Analysis/ 
AHaJlHTH'leCKHH OT'leT .N'! ,/l;aTa aHaJlHJa 
Date of Manufacture/ 

: 06/2026 
Date of Expiry/ 

)laTa npOH3B0,UCTBa fo,ueH .uo 
Mfg. License No. / 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

23424.000 units / 
: 

23424.000 e.UHHHU 

: 28.06.2026 

: 05/2028 

IlpOH3B0,UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pr-RU) 
J1 HUeH3HSI .N'! 

Analysis performed according ND/ AuaJ1HJ npOBe,ueH no H)l: JIIl-.N'!(001336)-(Pf-RU)-090625 
Artworks of primary package approved: / MaKeTbt nepBH'lHOtt ynaKOBKH yTBep,imeubt: 25.10.2022 
Artworks of secondary package approved: / MaKeTbt BTOpH'IHOtt ynaKOBKH yTBep,imeubt: 25.10.2022 
PIL approved: / UMil YTBep,imeH: 25.10.2022 

Page 1 of 7 / CTp. 1 H3 7 

No/ 
Test/ IloKa3aTeJih Result/ Pe3yJihTaT Specification / HopMa 

.N'! 

1. Description / Onncaune Homogeneous, transparent, pale- Homogeneous, transparent, colorless to 
yellow gel with characteristic odor pale-yellow gel with characteristic odor I 
/ O.uttopo,uHbIH np03pa'IHbIH renh O,uttopo.UHbIH npo3pa'IHblH renh OT 
6ne,UHO-)KeJITOro u;BeTa c 6ecu;BeTHOro )].O 6ne)].HO-)KeJITOro u;BeTa 
xapaKTepHbIM 3anaxoM c xapaKTepHhIM 3anaxoM 

2. Identification/ H,z:t:euTmlrnKaUHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJJIO'leHue: O.llOliPEHO n HMe'lauue: IT 

Prepared by I 
Ilo,uroTOBJieHo: 

Shagun j/ 

Date/ 
,Uarn: 28.06.2026 

o.u KT C0OTBeTCTB eT T e6oBaHID!M H,U 
Checked by I Checked by (AQA) I 
IlpoBepetto: Pravesh IlpoBepeHo (AOK): Amit 

Rana i Kumar - _ 

Date/ Date/ 
,Uarn: 28.06.2026 ,Uarn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,L\o6petto: O6ecne'!eH11e 
~!a/O_TBeTCraeH uoe mu.1,0: 

< , ~ \~__, 

Date/ 
,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drreddys. com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)J.YKT: Haifa® AKTHBreJih (HHMeCYJIH.n) reJih .nm1 Hapy)l<HOro TIPHMeHeHHR, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
: V260450 

Batch Quantity/ 23424.000 units / 
Cepm1 .N'! Pa1Mep cepnn 

: 
23424.000 e,nHHHU 

Analytical Report No. / 
: 040003471167 

Date of Analysis/ 
: 28.06.2026 

AHaJJHTH'-leCKHH OT'-leT .N'! )I:aTa attaJJn1a 

Date of Manufacture/ 
: 06/2026 

Date of Expiry/ 
05/2028 

,l)_aTa npOH3B0.L{CTBa roAeH .no 
: 

Mfg. License No./ 
IlpoH3B0.llCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1Il-N!!(001336)-(Pf-RU) 
JJHUeH3HSI .N'! 

Analysis performed according ND/ AuaJJHl npose,[{eH no H)I:: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaKOBKH yTsepiK,lleHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopn'-lnou ynaKOBKH yrsep)KAeHbI: 25.10.2022 
PIL approved:/ MMil vrnepiK,lleu: 25.10.2022 

HPLC/B3JKX 

UV spectrophotometry I Y<l>­
cneKmpo<jJomoMempuR 

Remarks : The Product confirms to ND/ 

The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. / BpeMR y.u.ep)KHBaHHJI 
OCHOBHOro n11Ka Ha 

xpoMaTorpaMMe HCnh1TyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
y.u.ep)KHBaHHR OCHOBHOrO nHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH.u.apTHoro o6pa3Qa 
HHMecy1m.u.a. 

UV absorption spectrum of the test 
solution has absorption maximum at 
397±5 nm. I Y<l>-cneKTP 
nornomeHH5! 11cnb1TyeMoro 
pacTBopa HMeeT MaKCHMYM 
nornomeHH5! nptt 397±5 HM. 
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The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y.u.ep)KHBaHHR 
ocHOBHoro nHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro paCTBOpa J].0JDKHO 
COOTBeTCTBOBaTh BpeMeHH 
yJJ.ep)KHBaHH5! 0CH0BH0ro nHKa Ha 
xpoMaTorpaMMe pacTBopa 
CTaHJJ.apTHOro o6pa3Qa HHMecyJJHJ].a 
(pa3JJ.eJJ «KonwiecTBeHHoe 
onpe.u.eneHHe»). 

UV absorption spectrum of the test 
solution should have absorption 
maximum at 397±5 nm. / Y<l>-cneKTp 

nornomeHHR 11cnb1TyeMoro pacTBopa 
J].OJJ)KeH HMeTb MaKCHMYM nornomeHHJI 
npH 397±5 HM. 

fl HMe'-laHne: I1 0.ll KT COOTBeTCTB eT e6osaHHRM H.[{ 
Conclusion : APPROVED / 
3aKJJIO'-lenne: O)I:OliPEHO 

Prepared by/ 
ITo)lroTosnetto: 

Shagu✓ 

Date/ 
L(arn: 28.06.2026 

Date I 
.L(arn: 28.06.2026 

Checked by (AQA) / 
ITposepetto (AOK): Amit 
Kumar 

Date I 
.L(arn: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.llo6petto: O6ecne<teHHe 
K~~a! ?~BeTCTBeHHOe mIuo: 

( '~ \CO\MVV"I 

Date/ 
)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel angana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTMWHKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)lytrr: Haib® AKTHBreJJb (HttMecyntt,D,) renb ,D,JUI Hapy)KH0ro npttMeHeHHJI, 1 %, 50 r 

Market I PblHOK : Russia / PoccttJI 

Batch No./ 
: V260450 

Batch Quantity / 23424.000 units / 
CepuH N2 PaJMep cepuu 

: 
23424.000 emrn11u 

Analytical Report No. / 
: 040003471167 

Date of Analysis I 
: 28.06.2026 

AHaJlHTH'leCKHH OT'leT .N'! )laTa auamna 
Date of Manufacture / 

06/2026 
Date of Expiry / 

05/2028 
IJlaTa npouJBO)lCTBa 

: ro)leH )lO : 

Mfg. License No. / 
IlpOHJBO)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1TI-.N!!(001336)-(Pf-RU) 
JlHUeHJHH .N'! 

Analysis performed according ND/ AuaJJHJ npose)leH no H)l: JIII-N2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepsuquoi1 ynaKOBKH yTsepm)leHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI srnpuquoi1 ynaKOBKH yTsep,i.)leHbI: 25.10.2022 
PIL approved:/ MMII vrneo"'!leH: 25.10.2022 

3. Weight of package contents / 50 g I 50 r 
Macca coAepmuMoro 
ynaK0BKH 

4. pH 3.18 

5. Viscosity / BH3KOCTh 928.1 centipoise / 
928, 1 caHTH□ya.3 

6. Impurities / IIpuMecu 

I. Impurity C / 
ITpttMecb C Not detected / He o6Hapy)KeHa 

11. ImpurityD I Not detected/ He o6Hapy)KeHa 
ITpttMecb D 

... 
Any other impurity I 0.03 % Ul. 

JI106a51 Apyra51 npttMeCb 

IV. Total impurities/ 0.0322 % 
CyMMa npttMeceii 

Remarks : The Product confirms to ND/ 
II nMe'lauue: TI 0,/1, KT CO0TBeTCTB eT e6oBaHH51M HJJ: 
Prepared by / 
Tio,nroTOBJleHO: 
Shagun y 
Date I 
)lam: 28.06.2026 

Checked by/ 
TipoBepeuo: Pravesh 

Rana f 
Date I 
JJ:arn: 28.06.2026 

Checked by (AQA) / 
TipoBepeuo (AOK): Amit 
Kumar 

Date I 
JJ:arn: 28.06.2026 
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According to Rus. Ph. I B coorneTCTBHH 
c Tpe6oBaHH51MH f <1> P<l> 

2.5 to 4.5 I OT 2,5 AO 4,5 

400 to 1,200 centipoise / 
OT 400 AO 1200 caHTtt□ya.3 

Not more than 0.50 % / 
He 6oJiee 0,50 % 

Not more than 0.50 % / 
He 6oJiee 0,50 % 

Not more than 0.50 % / 
He 6oJiee 0,50 % 

Not more than 1.50 % / 
He 6oJiee 1,50 % 

Conclusion : APPROVED I 
3aKJ1to'lettue: O)lOEPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,no6peuo: O6ecnelfeH11e 
Ka~~~T~eTCTBeHH.Oe JJHU0: 

\ , ~ t~\,v""/ 

Date I 
JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo,1:1yKT: Haih® AKTirnreJJb (H11Mecym1,1:1) reJJb ,LIJJH Hapy)Irnoro rrp11MeHeH11H, 1 %, 50 r 

Market/ PhrnOK : Russia / Pocc11H 

Batch No./ 
: V260450 

Batch Quantity/ 23424.000 units / 
CepttH .N'2 P:i3Mep cep1111 

: 
23424.000 e,Ul1H11l.l, 

Analytical Report No. / 
: 040003471167 

Date of Analysis/ 
: 28.06.2026 

AHaJIHTH'-tec,rnu oTqeT .N'2 )laTa aHaJitt3a 

Date of Manufacture / 
: 06/2026 

Date of Expiry I 
05/2028 

)laTa rrpOH3B0,LICTBa ro,1:1eH ,LIO 
: 

Mfg. License No. / 
IlpOH3B0,LICTBeHHaH : MNB/05/263 MA number: I HoMep PY : JU1-N~(001336)-(Pf-RU) 
JIHL{eHJHH .N'2 
Analysis performed according ND / AHaJJl13 npoBe,1:1eH no H)l: JIU-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MateeTM nepBttqHoii ynaicoBKl1 yTBepmJJ,eHM: 25.10.2022 
Artworks of secondary package approved:/ MaiceTM Brnp11qHoii ynaKOBKH YTBepm,1:1eHh1: 25.10.2022 
PIL approved: / MMD yrnepmJJ,eH: 25.10.2022 

7. Microbial purity*/ Mm~po6uoJioru'lecKaH 'IHCTOTa* 

l. Total Aerobic Microbial Count/ NA 
O61..Qee YHCJJO a3po6HhIX MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA 
mould count / O6~ee YHCJJO 
.D.PO)K)KeBhIX 11 n11ectteBhlX 
rp1160B 

.. . 
Pseudomonas aeruginosa NA 111. 

lV. Staphylococcus aureus NA 

8. Assay/ KoJin'leCTBeuuoe onpeAeJieuue 

Nimesulide / 10.00 mg/ 10,00 Mr 
H11Mecy1111,LJ. (100.0 %) 

Remarks : The Product confirms to ND/ 
n ltMeYaHtte: IT 0,11, KT C00TBeTCTB eT e6osatt11HM H,n: 
Prepared by / 
ITo,11,roTOBJJetto: 

Shagun y 
Date I 
)],am: 28.06.2026 

Checked by/ 
ITposepetto: Pravesh 

Rana 1 
Date I 
,n:arn: 28.06.2026 

Checked by (AQA) / 
ITpoBepeHO (AOK): Amit 
Kumar 

Date I 
,n:arn: 28.06.2026 
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Not more than 102 CFU/g / 
He 6oJJee 102 KOE/r 

Not more than 10 1 CFU/g 
He 6011ee 101 KOE/r 

Should absent in 1 g / 
OTcyrcTB11e B 1 r 

Should absent in 1 g / 
OTcyrCTBHe B 1 r 

9.0 mg to 11.0 mg of C13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel I 

OT 9,0 Mr ,LJ.O 11,0 Mr C13H12N2OsS 
(HHMecy1111,LJ.) ( OT 90,0 % )].O 110,0 % OT 
HOMl1HaJlhHOro CO,LJ.ep)KaHIDI) B 1 r remI 

Conclusion : APPROVED / 
3aicmoqeH11e: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,1:106petto: O6ecrretJett11e 
Ka~ca/O T~eTCTBeHHOe J111l.l,0: 

~ \cowwi 

Date I 
JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
IlpoL{yKT: Hath® AKn-rnreJih (tt11Mecym1L{) reJih )],mI ttapy)lrnoro rrp11Mettett11J1, 1 %, 50 r 

Market/ P1,rnoK : Russia / Pocc1151 

Batch No./ 
: V260450 

Batch Quantity/ 23424.000 units/ 
Cep11H .N'2 Pa1Mep cepuu 

: 
23424.000 eL{HHHU 

Analytical Report No./ 
: 040003471167 

Date of Analysis / 
: 28.06.2026 

AHaJIHTnqecKnfi oTqeT .N'2 )laTa aHaJIHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry / 
05/2028 

)laTa np0U3B0)],CTBa 
: 

roL{eH J:{0 
: 

Mfg. License No. / 
IlpOH3B0)],CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pf-RU) 

JIUUeHJUH .N'2 
Analysis performed according ND/ AttaJIHJ npoBe,ueH no H)l: JIIl-.N'2(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeThl nepBnqttofi ynaK0BKH yTBep,K,LJ,ett1,I: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTopuqttoii ynaK0BKH yrnep,i.,uett1,1: 25.10.2022 
PIL approved: / MMil YTBep,K,LJ,ett: 25.10.2022 

9. Dimethyl sulfoxide / 
,U:uMeTnncynb~OKCH)], 

10. Package/ YnaKOBKa 

11 Labeling / MapKupoBKa 

Remarks : The Product confirms to ND/ 

101.3 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / ITo 
50 r B Ty6y H3 naMHHHpOBaHHOro 
aJilOMHHHH, ctta6)KeHHYIO 
MeM6paHOH ,ll,1151 KOHTp01151 nepBoro 
BCKpbITH51. Ka)K,ll,yw Ty6y BMeCTe C 
HHCTpyKu,HeH no Me,l],HIJ,HHCKOMY 
npHMeHeHHlO noMeW,alOT B naLIKY 
KapTouuy10. 

Complies / CooTBeTcTByeT 
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90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )],O 110 % C2H6OS 
(AHMeTHncynh~OKCH)],)OT 
HOMHHaJibHOro C0)],ep)KaHH51 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
ITo 20 r, 50 r HJIH 100 r B Ty6y m 
naMHHHpOBaHHOro aJilOMHHHH, 
cua6)KeHHYIO MeM6pauoif ,ll,JIH KOHTponH 
nepBoro BCKpbITHH. Ka)K,ll,yw Ty6y 
BMeCTe C HHCTpyKu,HeH no 
Me,ll,HU,HHCKOMY npHMeHeHHlO 
n0Mew,a10T B naLIKY KapTouuyw. 

In accordance with the approved artwork 
(see Section 1.3.2 of Module 1 ofDMF). 
I B cooTBeTCTBHH c yTBep)K,ll,eHHhIM 
MaKeTOM (cM. pa3,l],en 1.3.2 MO)],YJIH 1 
perncTpau,HOHH0ro ,ll,OCbe ). 

Conclusion : APPROVED / 
IlpHMeqattne: flpO)],YKT COOTBeTCTByeT T))e6oBaH1151M H)l 3aKmoqeHne: O)lOliPEHO 
Prepared by I 
flo)],roTOBJietto: 
Shagun 

V 
Date I 
,!lam: 28.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
flpoBepetto: Pravesh flposepetto (AOK): Amit person/ O)],o6petto: O6ecneqett11e 
Rana 

~ Kumar ~ Ka,1ecTBa!OTBeTCTBCHHOe mm o: 
~ ~ .w-.,t lcow-

~ 0 1/\~ --Date I Date I • Date I ( 
~~~ \ 

J(am: 28.06.2026 )lam: 28.06.2026 )lam: - ,,0 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 20S, INDIA 

Tel: +91 98166 S6001-02 
www.drreddys.com 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)lyKT: Haih® AKnrnreJJh (H1:1Mecyn1:1.n) reJJh )lJJJI Hapy)l(HOro rrp1:1MeHeHm1, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
: V260450 

Batch Quantity / 23424.000 units / 
Cep1:1H .N'! PaJMep cep1:11:1 

: 
23424.000 e)ll:!Hl:IU 

Analytical Report No./ 
: 040003471167 

Date of Analysis / 
: 28.06.2026 

AHaJIHTH<J:eCKHH OT<J:eT .N'! ,I(aTa aHaJiuJa 

Date of Manufacture/ 
06/2026 

Date of Expiry / 
05/2028 

,I(aTa npOH3B0JlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
IlpOH3B0JlCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N!!(001336)-(Pr-RU) 

JIHUeH3HH .N'! 
Analysis performed according ND/ AHaJIH3 npoBe)leH no H,I(: JIIl-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved:/ MaKeTbI nepBH<J:HOH ynaKOBKH YTBep,KJ:1eHb1: 25.10.2022 
Artworks of secondary package approved: / MaKeTbI BTOpH<J:HOH ynaKOBKH yTBepmJleHbI: 25.10.2022 
PIL approved:/ MMil yrnep,KJleH: 25.10.2022 
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12 Storage / Xpaueune Store below 25 °C. Do not freeze. / I1p1:1 TeMnepaType He Bhillle 25 °C. He 
JaMopa)l<HBaTh. 

13 Shelf-life (storage period)/ 2 years. I 2 ro)].a. 
CpoK ro)],HOCTH (xpauennH) 

*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKaJaTeJib M0;KeT 0TCYTCTB0BaTb B cepTmJrnKaTe auaJIHJa np0H3B0JlHTeJIH. IlpOH3B0JlHTeJib 
rapaHTttpyeT KaqeCTB0 npenapaTa no 3THM Il0KaJaTeJIHM. 

API name (INN) I HanMenoeaune A~C 
Nimesulide / H1:1MecyJJHJl 

(MHH): 
API manufacturer batch number / 

NMS/126030213 
HoMep cepnn nponJBO)];HTeJIH A~C: 
FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH np0H3B0,/J;HTeJIH FETA00204 
rJI~: 

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal. 
API Manufactured by, address & country/ Palghar, Dist. Thane, 401506, Maharashtra State, India/ 
IlponJBO,/J;HTeJib A~C, a,1J;pec n CTpaua: Aapm ~pare JlTJl., YqacTOK N!! N-198, MIDC, Tapanyp, Eo1:1cap, 

Tan. Tianrxap, L{HCTPHKT TxaHe 401506, MaxapallITpa, 11HJlHJI 

Remarks : The Product confirms to ND/ 
n HMe<J:aHHe: IT O)l KT COOTBeTCTB eT e60BaH1:1J1M H,[{ 

Conclusion : APPROVED I 
3aKJ110<J:eu1:1e: O,IJ:OliPEHO 

Prepared by / 
Ilo,nroTOBJJetto : 

Shagunv 

Date I 
.[(am: 28.06.2026 

Checked by/ 
IlpoBepetto: Pravesh 

Rana i 
Date/ 
.[(am: 28.06.2026 

Checked by (AQA) / 
IlpoBepeHo (AOK): Amit 
Kumar 

Date/ 
.[(am: 28.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6petto: O6ecneqeHHe 
Ka~T~OTBeTCTBeHHOe JJHI..J:O: 

\J~ \w,MV'-1 

Date/ 
.[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel : +91 98166 56001-02 
www.d rreddys.conn 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Tipo,l(y1n: Haih® AKTHBreJib (HHMeCYJUf,l() reJib .um, Hapy)KH0ro llPHMeHeHHjl, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: V260450 

Batch Quantity/ 23424.000 units / 
Cepm1 .N'! PaJMep cepHH 

: 
23424.000 e,UHHHU 

Analytical Report No./ 
: 040003471167 

Date of Analysis / 
: 28.06.2026 

AHaJJHTH'-leCKHtt OT'-leT .N'! )].aTa auaJJHJa 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

)].aTa UPOH3B0,l(CTBa ro.ueu .uo 
: 

Mfg. License No. / 
TipoHJBO,l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUI-N2(001336)-(Pf-RU) 
JJHUeHJHH .N'! 

Analysis performed according ND/ AuaJJHJ npOBe,l(eu no H)].: JITI-.N'!(001336)-(Pr-RU)-090625 
Artworks of primary package approved: / MaKeTbI nepBH'-IHOH ynaKOBKH YTBep,KJJ,eHbI: 25.10.2022 
Artworks of secondary package approved: / MaKeThI BTopn'-IHOH ynaKOBKH YTBep,KJJ,eHbI: 25.10.2022 
PIL aooroved: / MMTI yrnep,KJJ,eH: 25.10.2022 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site 
I 
HauMeuosauue, a)J.pec, JIHQeH3HH /1,JIH 
IlpoH3BO,lJ;CTBeuuaH DJIOill.a,lJ;Ka / 

Page 7 of7 / CTp. 7 u1 7 

Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

MNB/05/263) I 
,D;-p PeMH'c Jla6oparnp11c JlT.n:., ITpoH3BOLJ:CTBettttoe 

no.n:pa1.n:enett11e-6, B11nna.n:)K Kxonb, Hanarapx Poy.n:, EaMH, Conatt 
,lJ;HCTpHKT, x.rr. 173205, I1H.n:m1 (Jlm.1.eH3H51 N!! MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch 
of product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) 
in full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-
2025 dt. September 19, 2025) and requirements to the medicinal quality and with the specifications in the 
Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified 
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 
3aKmoqem1e O COOTBeTCTBHH: «HacT0511~IfM 5.1 rro,n:TBep)K,n:aIO, qTO rrpHBe,n:eHHa5.I BbIIIIe IfHq>OpMa~If5.[ 5.IBJrneTC5.I 

,n:OCTOBepHOH If rnqHoH. 3m cepH:5.1 rrpo,n:yKUiflf rrpOH3Be,n:eHa (BKJIJ0qa5.1 yrraKOBKY (MapKHpOBKy) If KOHTpOJib 
Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpoll3BO.D:CTBeHHOH rrrroma,n:Ke (rrrroma,n:Kax) B IIOJIHOM CO0TBeTCTBiflf C 

Tpe6oBaHH5.IMH ITpaBHJI Ha,n:rre)Kamett rrpoH3Bo,n:crneHHOH rrpaKTHKH EBpa:30:ttcKoro 3KOHOM0:qecKoro co103a (N2 
GMP/EAEU/RU/02329-2025 OT 19 cettrn6p5.1 2025 r.) 0: Tpe6oBaHH5.IMif KOHTporr5.1 Kaqecrna rreKapcrneHHhIX 
cpe,n:CTB, a TaK)Ke B COOTBeTCTBiflf co crreu0:cp0:KaUH5.!Mif, co,n:ep)KaIIJ.IfMifC5.I B perHCTpa~IfOHHOM .n:oche CTpaHhI­
IfMIIOpTepa. 3arrHCif ITO rrpOH3BO.D:CTBY, yrraKOBKe If aHaJIIf3Y rrpoBepeHbI, If ycTaHOBJieHO IfX COOTBeTCTBife 
Tpe6oBaHH5.IM ITpaBHJI tta,n:rre)Kamett rrpoH3Bo,n:cTBeHHOH npaKTHKif EBpa3HRCKoro 3KOHOMifqecKoro coI03a». 

Remarks : The Product confirms to ND/ 
TI nMe'-lauue: IT o.u KT cooTBeTCTB eT T e6oBaHHj!M HJ( 
Prepared by/ Checked by/ Checked by (AQA) / 
Tio.urornsneHo: Ilposepeuo: Pravesh ITpoBepeuo (AOK): Amit 

Shagun w/ Rana Kumar ,-----;__ 

Date/ Date I Date/ 
)],am: 28.06.2026 L(am: 28.06.2026 )],am: 28.06.2026 

Conclusion : APPROVED / 
3aKJHO'-leuue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6peuo: O6ecne'-leH11e 
Ka'¾ec~raeTcTeemroe m1uo: 

(, 1?J,J-.O-l {_CJ2WVV7 

Date/ 
LI.am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 




